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Site: 
Group: 


Subject Identifier: 
Status: 


CRS Berlin 

Part A 
76-02-0116 
iscontinued 





FDA-CBER-2021-5683-0057640 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 





























Visit: Visit 0 Form: 12-lead ECG (2.0) 
Fodé gs, 
Row oos No Reaso 2 Dae e Hea Rae I epeao © OCs select all that 
doe doe (bea s/ ) Sg fca ce 
apply 
1 [] 20/05/202 08:21 71 [x] No a []Abo a []Ncs []cs | | | 
0 
20 May 2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057641 
2020-09-23 08:42 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 0 Form: Alcohol Breath Test (2.0) 


[ ] 


Not Reason not 
done done 


1 01) [2 [20/05/2020 08:06 [x] Negative 


20-May-2020 [ ] Positive 


Row Tools Date Time Result 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057642 
2020-09-23 08:42 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 0 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl [1] si[20/05/2020 08:33 []No [x] Yes 


20-May-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057643 
2020-09-23 08:42 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 


Not 


Reason not 
Row Tools done 


done 


0) 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


2020-09-23 08:42 (W. Europe Standard Time) 


Date 


20/05/2020 


Site: CRS Berlin 


Visit: Visit O 
‘ Height Weight 
Time 
(cm) (kg) 


08:07 166 60,6 


Body Mass 
Index 


(kg/m?) 


pd 


Group: Part A 
Form: Body Height/Weight + BMI (2.0) 


BMI 
(calculated) 
(kg/m?) 


22,0 





20-May-2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057644 


Subject Identifier: 276-02-0116 


Not 


Reason not 
Row Tools done 


done 


0) 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


2020-09-23 08:42 (W. Europe Standard Time) 


Date 


20/05/2020 


Site: CRS Berlin 


Visit: Visit 0 
Other 
: Measurement measurement 
Time : . : 
site site, specify: 


08:08 Oral | 





20-May-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 


(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057645 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 0 Form: Childbearing Potential (2.0) 


Childbearing potential []No [x] Yes [] NA 


[ ] Postmenopausal (>=12 months) 
Non-childbearing potential [ ] Surgically sterilized 
[ ] Other 


Date of Last menses 
Date of Sterilization 
Other, please specify 
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FDA-CBER-2021-5683-0057646 
2020-09-23 08:42 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 


select all that 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


2020-09-23 08:42 (W. Europe Standard Time) 


Age 


Sex 


Race, 
apply 


If Other, please specify 


Ethnicity 


Site: CRS Berlin 
Visit: Visit O 


23 years 
2 months 





[ ] Male 
[x] Female 


[x] White 

[ ] Black or African American 

[ ] Asian 

[ ] American Indian or Alaska Native 

[ ] Native Hawaiian or Other Pacific Islander 
[ ] Not reported 

[ ] Unknown 

[ ] Other 


aa 


[x] Not Hispanic or Latino 
[ ] Hispanic or Latino 

[ ] Not reported 

[ ] Unknown 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Demographic Data (2.1) 


FDA-CBER-2021-5683-0057647 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 0 Form: In-/Exclusion Criteria (2.0) 


[ ] No [x] Yes 
Subject meets all inclusion 
criteria and does not 
meet any exclusion criteria? 


Date |04/06/2020 


04-Jun-2020 


If No, please select all violated 
In-/Exclusion criteria: 


Inclusion Criteria: 


























Exclusion Criteria: 
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FDA-CBER-2021-5683-0057648 
2020-09-23 08:42 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 0 Form: Informed Consent (2.1) 


Date |20/05/2020, * 


20-May-2020 
Time /08:03 
PID /146843 


Protocol Version /3,0, 17 Apr 
2020 


Was the subject re-screened? [x] No [] Yes 








All previous TSNs (e.g. 276- 
01-1234) 

Date of first Informed 
Consent 
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FDA-CBER-2021-5683-0057649 
2020-09-23 08:42 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 


Row Tools System/Organ 


= 

= 

S 

NI 

Ba 1 

(o) 

A 

oO 

% 

[ok 

a 2 

wo 

LO 

a 3 

7 

O 

7 4 

& 

iL 

= 

© 

& 

iL 5 

ae, 

(ep) 

=a 

oa 6 

oO 

LO 

oe 7 

(0) 

—R 

N 8 

S 

o) 9 
10 


2020-09-23 08:42 (W. Europe Standard Time) 


Not done 


Reason not done 


Date |20/05/2020 
20-May-2020 
Time |08:10 


ae 








General 
condition/p 
syche 


Skin 





Lymph 
nodes 





Head (eyes, 


ears, 
mouth) 





Neck/thyroi 


d gland 





Lungs 





Heart 





Abdomen 





Musculoskel 


etal system 








Neurologica 


I system 





Normal/Abnormal/ND 


[x] Normal 


[x] Normal 


[x] Normal 


[x] Normal 


[x] Normal 


[x] Normal 
[x] Normal 
[x] Normal 


[x] Normal 


[x] Normal 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 
[ ] Abnormal 
[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


[] ND 


[ ] ND 


[] ND 


[] ND 


[] ND 


[] ND 
[] ND 
[] ND 


[] ND 


[] ND 


Site: CRS Berlin 


Visit: Visit O 


Abnormalities/Symptoms 


= =) 





=a] 
as 





—— 


Sat 


ee 
Ss 
[Ld 
ee 





ili 


BioNTech BNT162-01 (CRS 049/20) 


Clinical 
Significance 


[] NCS []CS 


[] NCS []CS 


[] NCS []CS 


[] NCS []CS 


[] NCS []CS 


[] NCS []CS 
[] NCS []CS 
[] NCS []CS 


[] NCS []CS 


[] NCS []CS 


Group: Part A 
Form: Physical Examination (2.1) 


FDA-CBER-2021-5683-0057650 


Subject Identifier: 276-02-0116 


11 Vascular 


system 








12 Cardiovascu 


lar 





13 Gastrointes 


tinal 











14 \Other 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


2020-09-23 08:42 (W. Europe Standard Time) 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


Site: CRS Berlin 
Visit: Visit 0 


<3 


—asy 





BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Physical Examination (2.1) 


FDA-CBER-2021-5683-0057651 


Subject Identifier: 276-02-0116 


C] 


Row Tools Not Reason not 








done done Date Time 
1] 20/05/2020 08 42 


20-May-2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


2020-09-23 08:42 (W. Europe Standard Time) 


Methamphetamines 


[x] Negative 
[ ] Positive 


Opiates 


[x] Negative 
[ ] Positive 


Cocaine 


[x] Negative 
[ ] Positive 


Site: CRS Berlin 
Visit: Visit O 


Cannabinoids Phencyclidine Benzodiazepines 


[x] Negative 
[ ] Positive 


[x] Negative 
[ ] Positive 


[x] Negative 
[ ] Positive 


BioNTech BNT162-01 (CRS 049/20) 


Barbiturates 


[x] Negative 
[ ] Positive 


Methadone 


[x] Negative 
[ ] Positive 


Tricyclic 

antidepressants 
[x] Negative 
[ ] Positive 


Group: Part A 
Form: Urine Drug Screen (2.0) 


Amphetamines 


[x] Negative 
[ ] Positive 


FDA-CBER-2021-5683-0057652 


Subject Identifier: 276-02-0116 


[ ] 
Row Tools NA Not 
done 
1 [] [ ] 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


2020-09-23 08:42 (W. Europe Standard Time) 


Reason not 
done 


Ss 


Site: CRS Berlin 





Visit: Visit 0 
Date Time Result 
20/05/2020 08:42 [x] Negative 
20-May-2020 [ ] Positive 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Urine Pregnancy Test (2.0) 


FDA-CBER-2021-5683-0057653 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 0 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 [1 [74 [20/05/2020 08:42 


20-May-2020 


Row Tools Date Time 





All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057654 
2020-09-23 08:42 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 





Visit: Visit 0 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measurese, “Side Bod : 16 ce Bod S ne ce Use Race : Te ce Rane : 4 ce 
doe (A) essue 9 essue 9 (bea s/ ) 9 9 
(Hg) (Hg) (bea s/ ) 
A Med 20/05/202 08:22 [x]Rg  [] Lef []Ncs []cs []Ncs []cs [I1Ncs []1¢S [9 | +[1 NCS [1¢S 
0 
20 May 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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FDA-CBER-2021-5683-0057655 
2020-09-23 08:42 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 























Visit: Visit 1 Form: 12-lead ECG (2.0) 
Fd gs 
Row oos No Reaso 2 Dae e Meas - Rae I epeao G, ca select all that 
doe doe (bea s/ ) Sg fca ce 
apply 
1 [] 18/06/202 11:23 59 [x] No a []Abo a []NcS []cs ) | ) | } | 
0 
18 Ju) 2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057656 
2020-09-23 08:42 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


Subject Identifier: 276-02-0116 


Not done 


Reason not done 
Other, specify 


Date 


Time 

Medication Number 
Planned dose 
Other, specify 


Total Dose (Volume of 
Injection) 


Total Dose given? 


If No, rest volume 


Application site 


Administration according to 
protocol? 


If No, please specify 


Epi/Pandemic related 
adjustment 


Epi/Pandemic related 
interruption 


2020-09-23 08:43 (W. Europe Standard Time) 


Site: CRS Berlin 
Visit: Visit 1 


[ ] 


a 
SS 


18/06/2020 


18-Jun-2020 
| 





[ ] No [x] Yes 


La 





[ J right [x] left upper arm 


[ ] No [x] Yes 


as 


[] No [] Yes 





[] No [] Yes 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Administration (2.1) 


FDA-CBER-2021-5683-0057657 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Alcohol Breath Test (2.0) 


[ ] 


Not Reason not 
done done 


1 (1 [>] [18/06/2020] 10:57 [x] Negative 


18-Jun-2020 [ ] Positive 


Row Tools Date Time Result 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057658 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Allocation (2.1) 


Date /18/06/2020 


18-Jun-2020 


Time {11:35 


[x] Cohort 1 
Subject is allocated to [ ] Cohort 2 

[ ] Cohort 3 

[ ] Cohort 4 
] Cohort 5 
] Cohort 6 
] Cohort 7 
] Cohort 8 
] Cohort 9 
] 
] 
] 





Cohort 10 


A (BNT162a1) 
B (BNT162b1) 
x] C (BNT162b2) 
] D (BNT162c2) 
] E (BNT162c2 P/B) 


[ 
[ 
[ 
[ 
[ 
[ 
Group [ 
[ 
[ 
[ 
[ 
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FDA-CBER-2021-5683-0057659 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Blood Samples for CMI (2.1) 


[ ] 


Not Reason not 
done done 


1 (1) [oj /18706/2020| = {11:13 


18-Jun-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057660 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 (1) [oj /18706/2020| = {11:13 


18-Jun-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057661 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl [1] s*&[18706/2020 11:13 []No [x] Yes 


18-Jun-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057662 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


Subject Identifier: 276-02-0116 


Row Tools 


1 


2 


3 


4 


Scheduled 
time 


Not 
done 


[] 


[] 


[] 


[] 


Site: CRS Berlin 


































































































Visit: Visit 1 
Other Body 
Reason not Date Time Measurement measurement Temperature 
done site site, specify: (°C) 
[18/06/2020 | [10:55 Oral rs 36,3 
18-Jun-2020 
[18/06/2020 | [12:58 Oral a SOBe,3 
18-Jun-2020 
| s[18/06/2020| [14:56 Oral Ps 36,5 
18-Jun-2020 
[18/06/2020 | [17:56 Oral [C63 
18-Jun-2020 


Form: Body Temperature (2.1) 


Clinical 
Significance 


[]NCS []CS 


[]NCS []CS 


[]NCS []CS 


[]NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


2020-09-23 08:43 (W. Europe Standard Time) 


BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057663 


Group: Part A 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: In-/Exclusion Criteria (2.0) 


[ ] No [x] Yes 
Subject meets all inclusion 
criteria and does not 
meet any exclusion criteria? 


Date |18/06/2020 


18-Jun-2020 


If No, please select all violated 
In-/Exclusion criteria: 


Inclusion Criteria: 


























Exclusion Criteria: 
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FDA-CBER-2021-5683-0057664 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
































Visit: Visit 1 Form: Local Tolerability at Injection Site (2.1) 
[] 
Sc edu ed iS Reaso fe) Ies yof I es yof 
Row oos @ doe do. 6 Dae e I es yof a I es yof ede ess Ey e a/Red ess I duao /Swe g 
1 [] 18/06/202 13:00 x] No e x] No e x] No e [x] No e 
0 1Md Md Md []Md 
18 Ju 2020 ] Modeae Modeae Modeae [] Modeae 
] Seve e Sevee Seve e [] Sevee 
] oe ay fe eae g oe ay fe eae g oe ay fe eae g [ oe ay fe eae g 
2 [] [ ]  [18706/202 15:02 x] No e No e x] No e [x] No e 
0 ]Md Md Md []Md 
18 Ju 2020 ] Modeae x] Modeae Modeae [] Modeae 
] Seve e Sevee Seve e [] Sevee 
] oe ay fe eae g oe ay fe eae g oe ay fe eae g [ oe ay fe eae g 
3 [] 18/06/202 17:57 x] No e No e x] No e [x] No e 
0 ]Md Md Md []Md 
18 Ju 2020 ] Modeae x] Modeae Modeae [] Modeae 
] Seve e Seve e Sevee [] Sevee 
] oe ay fe eae g oe ay fe eae g oe ay fe eae g [ oe ay fe eae g 





Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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FDA-CBER-2021-5683-0057665 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 





Visit: Visit 1 Form: Oral Swipe for SARS-CoV-2 Testing (2.1) 
[ ] 
Not Reason not 
Row Tools done done Date Time Peer Hans Result 
1 [1] [4 [17/06/2020 09:53 [x] Negative 
17-Jun-2020 Bosch Ed Positive 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057666 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Site: CRS Berlin 
Visit: Visit 1 


Subject Identifier: 276-02-0116 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date /18/06/2020 


18-Jun-2020 












































= Time = |11:28 

Oo Overall health judgement - []No [x] Yes 

- subject healthy? 

N 

DN 

a Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms eee 

pM 1 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

® 

S 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

N 

g 3 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

Fs 4 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

iL 5 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

140) 

ic 6 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

(o>) 

a 7 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

a 

: 8 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

KB 9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

= 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

2 11 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 











2020-09-23 08:43 (W. Europe Standard Time) 





BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057667 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Physical Examination (2.1) 


14 Lis [] Normal [ ] Abnormal [ ] ND arn) [J] NCS [] cS 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057668 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 


C] 


Row Tools Not Reason not 








done done Date Time 
1] 18/06/2020] [11 02 


18-Jun-2020 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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2020-09-23 08:43 (W. Europe Standard Time) 


Methamphetamines 


[x] Negative 
[ ] Positive 


Opiates 


[x] Negative 
[ ] Positive 


Cocaine 


[x] Negative 
[ ] Positive 


Site: CRS Berlin 
Visit: Visit 1 


Cannabinoids Phencyclidine Benzodiazepines 


[x] Negative 
[ ] Positive 


[x] Negative 
[ ] Positive 


[x] Negative 
[ ] Positive 


BioNTech BNT162-01 (CRS 049/20) 


Barbiturates 


[x] Negative 
[ ] Positive 


Methadone 


[x] Negative 
[ ] Positive 


Tricyclic 

antidepressants 
[x] Negative 
[ ] Positive 


Group: Part A 
Form: Urine Drug Screen (2.0) 


Amphetamines 


[x] Negative 
[ ] Positive 


FDA-CBER-2021-5683-0057669 


Subject Identifier: 276-02-0116 


[ ] 
Row Tools NA Not 
done 
1 [] [ ] 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


2020-09-23 08:43 (W. Europe Standard Time) 


Reason not 
done 


SS 


Site: CRS Berlin 





Visit: Visit 1 
Date Time Result 
18/06/2020 11:02 [x] Negative 
18-Jun-2020 [ ] Positive 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Urine Pregnancy Test (2.0) 


FDA-CBER-2021-5683-0057670 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 1 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 Ct) [| } [18/06/2020 | = {11:02 


18-Jun-2020 


Row Tools Date Time 





All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057671 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 


















































Visit: Visit 1 Form: Vital Signs incl. VSTPT (2.0) 
rae jf " net fai Respiratory a 
Not . Systolic Blood Clinical Diastolic Blood Clinical Clinical Clinical 
Row Tools penceuled done Reason not Date Time Measurement side Pressure Significance Pressure Significance Pulse Rate Significance Rate Significance 
ime done (Arm) (mmHg) (mmHg) (beats/min) 
9 9 (breaths/min) 
1 [Predose | [] 18/06/2020 11 24 [x] Right [] Left [94 []Ncs []cs fa []Ncs []cs | []NcS []cS fis []NcS []cs 
18-Jun-2020 
2 [thour | hour [] 18/06/2020 13 00 [x] Right [] Left [9g []Ncs []cs | []Ncs []cs | []Ncs []csS a | []Ncs []cs 
18-Jun-2020 
3 [Bhours | hours [1 18/06/2020 15 00 [x] Right [] Left [497 []Ncs []cs | []NcsS []csS fs si []Ncs []csS iss []Ncs [] cs 
18-Jun-2020 
4 [Ehours | hours [] 18/06/2020 17 59 [x] Right [] Left [199 []Ncs []cs | []Ncs []cs | []Ncs []cs fio []Ncs []cs 
= 18-Jun-2020 
oO Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
— 
N 
t+ 
_— 
jo) 
N 
je) 
mM 
[ok 
® 
he 
LO 
N 


090177e19503b149\Final\Final On 


FDA-CBER-2021-5683-0057672 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 2 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl [] s*[19/06/2020 10:27 []No [x] Yes 


19-Jun-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057673 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 


Not 


Reason not 
Row Tools done 


done 


0) 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


2020-09-23 08:43 (W. Europe Standard Time) 


Date 


19/06/2020 


Site: CRS Berlin 


Visit: Visit 2 
Other 
: Measurement measurement 
Time ‘ : : 
site site, specify: 


10:20 Oral aa 





19-Jun-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 
(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057674 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 














Visit: Visit 2 Form: Local Tolerability at Injection Site (2.1) 
[] 
R T bit Reason not Dat T Int ty of P Int ty of Tend Intens ty of Intens ty of 
ow Toosdone gone ate me ntens ty of Pan ntens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[] 9/06/2020 0: 4 [ ] None [ ] None [x] None [x] None 
9 Jun 2020 [x] Md []Md []1Md []Md 

[ ] Moderate [x] Moderate [ ] Moderate [ ] Moderate 
[ ] Severe [ ] Severe [ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057675 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Site: CRS Berlin 
Visit: Visit 2 


Subject Identifier: 276-02-0116 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date /19/06/2020 


19-Jun-2020 












































= Time /10:16 

Oo Overall health judgement - []No [x] Yes 

- subject healthy? 

N 

DN 

a Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms eee 

pM 1 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

® 

S 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

N 

g 3 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

Fs 4 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

iL 5 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

140) 

ic 6 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

(o>) 

a 7 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

a 

: 8 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

KB 9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

= 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

2 11 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 











2020-09-23 08:43 (W. Europe Standard Time) 





BioNTech BNT162-01 (CRS 049/20) 


FDA-CBER-2021-5683-0057676 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 2 Form: Physical Examination (2.1) 


14 Lis [] Normal [ ] Abnormal [ ] ND a) [J] NCS [] cS 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057677 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 2 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 C1] [| 4} {19/06/2020 10:05 


19-Jun-2020 


Row Tools Date Time 





All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057678 
2020-09-23 08:43 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 





Visit: Visit 2 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measures ese de Bood S Te ce Boog § re ce use: Rae : Te ce Rass : Te ce 
doe (A) essue 9 essue 9 (bea s/ ) 9 9 
(Hg) (Hg) (bea s/_ ) 
1 [] 19/06/202 10:23 [Ix]Rg  [] Lef [NCS [1cs [1NcsS [1cs LINCS []cS [] NCS []cs 
0 
19 Ju) 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057679 
2020-09-23 08:44 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Phone Call at 48h Form: Phone Call (2.0) 


Phone call only valid for the first 6 subjects per cohort. For the last 6 subjects please tick NA. 


Outcome of 


the call (e.g. 
Row Tools NA i. pags net Date Time No findings or 

new AEs/CMs 

reported) 





1 om Cl | | | 

















Please document any additional information / changes in the appropriate forms! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057680 
2020-09-23 08:44 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 3 Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 C0) [} s[24706/2020| = [08:17 


24-Jun-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057681 
2020-09-23 08:44 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 3 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl [7 ~Ssi[24/06/2020 08:17 []No [x] Yes 


24-Jun-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057682 
2020-09-23 08:44 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 


Not 


Reason not 
Row Tools done 


done 


0) 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


2020-09-23 08:44 (W. Europe Standard Time) 


Date 


24/06/2020 


Site: CRS Berlin 


Visit: Visit 3 
Other 
: Measurement measurement 
Time ‘ : : 
site site, specify: 


08:00 Oral S| 





24-Jun-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 
(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057683 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 














Visit: Visit 3 Form: Local Tolerability at Injection Site (2.1) 
[] 
R T bit Reason not Dat T Int ty of P Int ty'of Tend Intens ty of Intens ty of 
ow Toosdone gone ate me ntens ty of Pan ntens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[] [24/06/2020 08:03 [x] None [x] None [x] None [x] None 
24 Jun 2020 []Md LIM ¢ E1Mg [iM 

[ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate 
[ ] Severe [ ] Severe [ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057684 
2020-09-23 08:44 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 



































Not done 
Reason not done 
Date /|24/06/2020 
24-Jun-2020 
‘= Time 08:01 
= 
oO Overall health judgement - [x] No [ ] Yes 
- subject healthy? 
N 
DN 
a Row Tools System/Organ Normal/Abnormal/ND 
oO 
py 1 |General [x] Normal [ ] Abnormal 
® condition/p 
wo syche 
LO 
N 
c 2 Skin [ ] Normal [ ] Abnormal 
O 
o 3 Lymph [x] Normal [ ] Abnormal 
iL nodes 
= 
140) a 
Ps 4 |Head (eyes, [ ] Normal [x] Abnormal 
ub ears, 
o mouth) 
ve) 
oO ~—=sfh 
a4 5 /Neck/thyroi [x] Normal [ ] Abnormal 
a d gland 
cr 
ms 6 Lungs [x] Normal [ ] Abnormal 
co) 
3 7 |Heart [x] Normal [ ] Abnormal 
8 [Abdomen [ ] Normal [ ] Abnormal 
9 |Musculoskel [ ] Normal [ ] Abnormal 
etal system 


2020-09-23 08:44 (W. Europe Standard Time) 








[] ND 


[x] ND 


[] ND 


[] ND 


[ ] ND 


[ ] ND 


[] ND 


[x] ND 


[x] ND 


Site: CRS Berlin 


Visit: Visit 3 


Abnormalities/Symptoms 


aaa 


inflammatio 
n left ear 








BioNTech BNT162-01 (CRS 049/20) 


Clinical 
Significance 


[] NCS []CS 


[] NCS []CS 


[] NCS []CS 


[] NCS [x] CS 


[] NCS []CS 


[] NCS []CS 


[] NCS []CS 


[] NCS []CS 


[] NCS []CS 


Group: Part A 
Form: Physical Examination (2.1) 


FDA-CBER-2021-5683-0057685 


Subject Identifier: 276-02-0116 


10 


11 


12 


13 


14 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


2020-09-23 08:44 (W. Europe Standard Time) 


Neurologica 


I system 








Vascular 
system 





Cardiovascu 
lar 





Gastrointes 
tinal 








Other 





[ ] Normal 


[ ] Normal 


[ ] Normal 


[ ] Normal 


[ ] Normal 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


[x] ND 


[x] ND 


[x] ND 


[x] ND 


[x] ND 


Site: CRS Berlin 
Visit: Visit 3 


<3 


== 
as 





BioNTech BNT162-01 (CRS 049/20) 


[ ] NCS 


[ ] NCS 


[ ] NCS 


[ ] NCS 


[ ] NCS 


[] cs 


[] cs 


[] cs 


[] cs 


[] cs 


Group: Part A 


Form: Physical Examination (2.1) 


FDA-CBER-2021-5683-0057686 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 3 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 Ct) [| [24/06/2020 | —|os:26 


24-Jun-2020 


Row Tools Date Time 





All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057687 
2020-09-23 08:44 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 





Visit: Visit 3 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measures ese de Bood S Te ce Bood § re ce use: Rae : Te ce Rass : Te ce 
doe (A) essue 9 essue 9 (bea s/ ) 9 9 
(Hg) (Hg) (bea s/_ ) 
1 [] 24/06/202 08:08 [Ix]Rg  [] Lef []NCS [Ics [1Ncs [1cs LINCS []cS [] NCS []cs 
0 
24 Ju 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057688 
2020-09-23 08:44 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


Subject Identifier: 276-02-0116 


Not done 


Reason not done 


Other, specify 
Date 

Time 

Medication Number 
Planned dose 
Other, specify 


Total Dose (Volume of 
Injection) 


Total Dose given? 


If No, rest volume 


Application site 


Administration according to 
protocol? 


If No, please specify 


Epi/Pandemic related 
adjustment 


Epi/Pandemic related 
interruption 


2020-09-23 08:44 (W. Europe Standard Time) 


[x] 


Adverse 
Event 


——— 
Ld 
a 
— 
Saas 





[]No [] Yes 


SSS 


Site: CRS Berlin 
Visit: Visit 4 


ug 


ug 


mL 


mL 


[ J right [] left upper arm 


[] No [] Yes 


— 


[]No [] Yes 


[] No [] Yes 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Administration (2.1) 


FDA-CBER-2021-5683-0057689 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 5 Form: Blood Samples for CMI (2.1) 


[ ] 


Not Reason not 
done done 


1 Ct) [| {16/07/2020 | {09:35 


16-Jul-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057690 
2020-09-23 08:44 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 5 Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


~ <yl a) ~)sift6707/2020 09:35 []No [x] Yes 


16-Jul-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057691 
2020-09-23 08:44 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 


Not 


Reason not 
Row Tools done 


done 


0) 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


2020-09-23 08:44 (W. Europe Standard Time) 


Date 


16/07/2020 


Site: CRS Berlin 


Visit: Visit 5 
Other 
: Measurement measurement 
Time ‘ : : 
site site, specify: 


09:28 Oral S| 





16-Jul-2020 


BioNTech BNT162-01 (CRS 049/20) 


Body 
Temperature 
(°C) 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


FDA-CBER-2021-5683-0057692 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 














Visit: Visit 5 Form: Local Tolerability at Injection Site (2.1) 
[] 
R T bit Reason not Dat T Int ty of P Int ty'of Tend Intens ty of Intens ty of 
ow Toosdone gone ate me ntens ty of Pan ntens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[] 6/07/2020 09:42 [x] None [x] None [x] None [x] None 
6 Ju 2020 []Md []Md []1Md []Md 

[ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate 
[ ] Severe [ ] Severe [ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057693 
2020-09-23 08:44 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 






































Visit: Visit 5 Form: Physical Examination (2.1) 
[ ] 
Not done 
Reason not done 
Date |16/07/2020 
16-Jul-2020 
= Time [09:40 
= 
oO Overall health judgement - [x] No [] Yes 
- subject healthy? 
N 
DN 
a Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms ee 
py 1 |General [x] Normal [ ] Abnormal [ ] ND SS [] NCS [] cS 
® condition/p 
wo syche 
al 
g 2 Skin [ ] Normal [ ] Abnormal [x] ND [.]NCS []CS 
o 3 Lymph [x] Normal [ ] Abnormal [ ] ND [J] NCS []CS 
iL nodes 
= 
€ 4 /Head (eyes, [ ] Normal [x] Abnormal [ ] ND [] NCS [x] CS 
th ears, 
ce mouth) 
Q a an 
ce 5 /Neck/thyroi [] Normal [] Abnormal [x] ND []NCS [] CS 
LO d gland 
ro) 
Ne 6 Lungs [x] Normal [ ] Abnormal [ ]ND []NCS [] CS 
KR 
S 7 |Heart [x] Normal [ ] Abnormal [ ] ND [J] NCS []CS 
ro) 
8  |Abdomen [ ] Normal [ ] Abnormal [x] ND []NcCS [] cS 
9 /musculoskel [ ] Normal [ ] Abnormal [x] ND []NcCS [] cS 
etal system 








FDA-CBER-2021-5683-0057694 
2020-09-23 08:44 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 


10 


11 


12 


13 


14 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


2020-09-23 08:44 (W. Europe Standard Time) 


Neurologica 


I system 








Vascular 
system 





Cardiovascu 
lar 





Gastrointes 
tinal 








Other 





[ ] Normal 


[ ] Normal 


[ ] Normal 


[ ] Normal 


[ ] Normal 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


[ ] Abnormal 


[x] ND 


[x] ND 


[x] ND 


[x] ND 


[x] ND 


Site: CRS Berlin 
Visit: Visit 5 


<3 


—asy 
Tl 





BioNTech BNT162-01 (CRS 049/20) 


[ ] NCS 


[ ] NCS 


[ ] NCS 


[ ] NCS 


[ ] NCS 


[] cs 


[] cs 


[] cs 


[] cs 


[] cs 


Group: Part A 


Form: Physical Examination (2.1) 


FDA-CBER-2021-5683-0057695 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 5 Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 Ct) [| s/16707/2020| = fo9:17 


16-Jul-2020 


Row Tools Date Time 





All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057696 
2020-09-23 08:44 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 





Visit: Visit 5 Form: Vital Signs incl. VSTPT (2.0) 
Sysoc Dasoc Resp aoy 
Row seas e Reas? 2 Dae e Measures 16 aside Pood ec ae ce B00d . ca ce ee ae § ve ce Re : es ce 
doe (A) essue 9 essue 9 (bea s/ ) 9 9 
(Hg) (Hg) (bea s/_ ) 
1 [] 16/07/202| [09:26 Ix]Rg  []Lef []NcS [1¢s [1NcsS [1cs [I]NcS []cS [] NCS []cS 
0 
16 Ju 2020 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057697 
2020-09-23 08:44 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) Form: Blood Samples for Immunogenicity (2.1) 


[ ] 


Not Reason not 
done done 


1 (1 [| j [30/07/2020 | {08:38 


30-Jul-2020 


Row Tools Date Time 





Please insert new row(s), if you are in visit "Unscheduled Forms" only! 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057698 
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Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 


Not Reason not 
done done 


1 T] 30/07/2020 08:38 []No [x] Yes 


30-Jul-2020 


Row Tools Date Time Fasting? 








All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Subject Identifier: 276-02-0116 


Not 


Reason not 
Row Tools done 


done 


0) 
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2020-09-23 08:45 (W. Europe Standard Time) 


Date Time 


30/07/2020 08:37 Oral aa 


Site: CRS Berlin 


Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) 


Other 
Measurement measurement 
site site, specify: 





30-Jul-2020 


BioNTech BNT162-01 (CRS 049/20) 


Temperature 


Group: Part A 
Form: Body Temperature (2.1) 


Clinical 
Significance 


[] NCS []CS 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 














Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) Form: Local Tolerability at Injection Site (2.1) 
[] 
R T bit Reason not Dat T Int ty of P Int ty'of Tend Intens ty of Intens ty of 
ow Toosdone gone ate me ntens ty of Pan ntens ty of Tenderness Erythema/Redness Indurat on/Swe ng 
[] [30/07/2020 08:30 [x] None [x] None [x] None [x] None 
30 Ju 2020 []Md []Md []1Md []Md 

[ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate 
[ ] Severe [ ] Severe [ ] Severe [ ] Severe 


[ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng [ ] Potenta y fe threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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Site: CRS Berlin 
Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) 


Subject Identifier: 276-02-0116 Group: Part A 


Form: Physical Examination (2.1) 


Not done 


Reason not done 
Date |30/07/2020 


30-Jul-2020 












































= Time = |08:32 

Oo Overall health judgement - []No [x] Yes 

- subject healthy? 

N 

DN 

a Row Tools System/Organ Normal/Abnormal/ND Abnormalities/Symptoms eee 

pM 1 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

® 

S 2 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

N 

g 3 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

Fs 4 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

iL 5 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

140) 

ic 6 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

(o>) 

a 7 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

a 

: 8 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

KB 9 [ ] Normal [ ] Abnormal [ ] ND [] NCS []CS 

= 10 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 

2 11 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
12 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 
13 [ ] Normal [ ] Abnormal [ ] ND []NCS []CS 











2020-09-23 08:45 (W. Europe Standard Time) 
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FDA-CBER-2021-5683-0057702 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) Form: Physical Examination (2.1) 


14 Lis [] Normal [] Abnormal [ ] ND aed) [J] NCS [] cS 
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Subject Identifier: 276-02-0116 


Not 


Row ools done Date ime Intensity of Headache 


lz, [x None (i None 
(] Mid (] Mid 
g0y-uli2020) [] Moderate [ ] Moderate 
[] Severe { ] Severe 
[ ] Potentially life threatening [ ] Potentially ife threaten ng 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 


21 (GMT) 


25-Sep-2020 14: 


090177e19503b149\Final\Final On 


2020-09-23 08:45 (W. Europe Standard Time) 


Reason not Fever New or worsened muscle pain 
done 


[x] None 
(] Mild 

[ ] Moderate 

{ ] Severe 

[] Potentia ly ife threaten ng 


New or worsened jont pain 


[x] None 
[] Mid 

[ ] Moderate 

[] Severe 

[ ] Potentialy Ife threatening 


Site: CRS Berlin 
Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) 


Intens ty of Nausea Intensity of Vom tng Intensity of Diarrhea 
[x] None [x] None [x] None 
(] Mid timid [] mild 
[ ] Moderate [ ] Moderate [ ] Moderate 
[]Se ere (1) Severe [ ] Severe 
 ] Potentially Ife threatening __[] Potentially ife threatenng _—[ ] Potentialy ife threatenng 


BioNTech BNT162-01 (CRS 049/20) 


Intens ty of Chils 


[x] None 
(] Mild 

[ ] Moderate 

{ ] Severe 

[ ] Potentia ly Ife threatening 


Intens ty of Loss of appette 


[x] None 
[1 Mid 

[] Moderate 

[1 se ere 

[ ] Potentially Ife threatening 


Group: Part A 
Form: Systemic Events Assessment 


Intensity of Malaise Fatigue/ iredness 
[x] None [x] None 
{]Mid en) 
{ ] Moderate [] Moderate 
[ ] Severe [] Severe 
{] Potentially life threatening _[ ] Potentially ife threatenng 
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Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) Form: Urine Sampling for Urinalysis (2.0) 


[ ] 


Not Reason not 
done done 


1 (1) [js [30/07/2020 | —{o8:25 


30-Jul-2020 


Row Tools Date Time 





All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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Subject Identifier: 276-02-0116 


ee Reaso ° 
Row oosdoe Dae 
doe 





1 [1] [ ] {g0/07/202 08:36 [x]Rg []Lef 
0 


30 Ju 2020 


Site: CRS Berlin 
Visit: Visit 7 (a1, b1, b2, c2P/B) (EoT) 


C ca C ca 
Bood Sg fca ce Bood Sg fca ce 
essue essue 
(Hg) (Hg) 
[]Ncs []cs []Ncs []cs 


Please insert as many new rows as needed for the according visits and use "Scheduled time" if required (attention at "Visit 4")! 
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BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Vital Signs incl. VSTPT (2.0) 


Cc ca Respyaro:y Cc ca 
ee ae Ss fica ce Rae S fica ce 
(beas/ ) >9 9 
(bea s/ ) 
[1ncs [] cs []Ncs [] cs 


FDA-CBER-2021-5683-0057706 


Subject Identifier: 276-02-0116 


Trial fully completed? 


Date of Completion or Early 


Withdrawal 


Main Reason for premature 
termination 


Date of Death 
Other, specify: 


Epi-/Pandemic related 


Date of last visit/contact 
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2020-09-23 08:45 (W. Europe Standard Time) 


are! 
ws) 


Site: CRS Berlin 
Visit: End of Trial 


[x] No [ ] Yes 


16/07/2020 


16-Jul-2020 


[x] Adverse Event 

[ ] Death 

[ ] Lost to Follow-up 

[ ] Physician Decision 

] Pregnancy 

] Protocol Deviation 

] Screen Failure 

] Site Terminated by Sponsor 
] Study Terminated by Sponsor 
] Technical Problems 

] Withdrawal by Subject 

] 


[ 
[ 
[ 
[ 
[ 
[ 
[ 
[ ] Other 





[x] No [ ] Yes 


04/08/2020 


04-Aug-2020 


BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: End of Trial (2.1) 


FDA-CBER-2021-5683-0057707 


Subject Identifier: 276-02-0116 Site: CRS Berlin 
Visit: Unrelated Forms 


E reporting accordng BN 62 reporting of E and reactions 03 uly2020 








Any Adverse Events? []No [x]Yes * 
Epi /Pandemic pans ps 
dverse E ent Reason E of special me me 
Row ools ENo Serious Select af that apply miata related Start Date Start me unkn End Date End ime unkn ongoing Se erity/Intens ty 
3 ne [x]No []¥es  []Congental nomaly or Birth Defect (eJNo []¥es [No []¥es [> 7Ge990 ay () [amaanae FT [1 No []¥es [x] Mid 
nleft ear (.] Persist or Sign f Disabiity/Incapacity [] Moderate 
(upper [1 Results in Death 2 un 2020 28 un 2020 [] Severe 


auricle) 


(.] Requires or Prolongs Hosp talzation 
(11s Life hreatening 
[.] Other Medica ly Important Serious Event 








> E__] injection [x] No [] Yes [] Congental_nomaly or Birth Defect [x] No [] Yes (J No [] Yes [erosr2020 | Ee] 01 [ovos/2020 | [eo] 01 [x] No [] Yes [x] Mid 
ste [J Persist or Sign f Disabiity/Incapacity [ ] Moderate 
reaction [ ] Results in Death 8 un 2020 20 un 2020 [severe 





[.] Requires or Prolongs Hosp talzation 
(11s Life hreatening 
[.] Other Medica ly Important Serious Event 


] Congental_nomaly or Birth Defect [x]No []¥es [x] No [] Yes seman PET if nT ey [1 fK]No []Y¥es [x] Mid 
Persist or Signf Disabiity/Incapacity [1] Moderate 


Results in Death 8 “un 2020 3. un 2020 [1 Severe 
Requires or Prolongs Hosp talzation 

Is Life hreatening 

Other Medica ly Important Serious Event 


Congental_nomaly or Bith Defect INe C1¥es  faNe C1¥es — aeeae] ooo]! omen] eo] Ne vests 


Persist or Signf Disabiity/Incapacity [] Moderate 
Results in Death 29° tm 2020 0 un 202g [1 Severe 
Requires or Prolongs Hosp talzation 

Is Life hreatening 

] Other Medica ly Important Serious Event 








macke [x]No [] Yes 


symptoms 


[ 
i 


[x] No [] Yes 


I 


‘diarrhea 








21 (GMT) 


C 

a 
12] 
a 
a 
a 
a 
12] 
a 
a 
a 
C 








[x] No []Yes [.] Congental nomaly or Birth Defect [xJNo [] Yes [x] No [] Yes 7 al 7 0 [x] No [] Yes () Mia 
faren aa] [eo map| [emo 
ty ieeba Sand Gennes [pwerao20| [800 | [zererre020| [e200 ere 


cold 
(] Results in Death Q°ulenen 22 ul2n2o [] Severe 

(.] Requires or Prolongs Hosp talzation 

(11s Life hreatening 

[.] Other Medica ly Important Serious Event 


vaginal [x] No [] Yes [.] Congental nomaly or Birth Defect [x] No [] Yes [x] No [] Yes [e7o7p2020 | [=o 7 ia [E7020 | [zo] i [x] No [] Yes bd Mid 


mycosis (.] Persist or Sign Disabiity/Incapacity [] Moderate 
(] Results in Death 29--01.2020 3 1012020 [] Severe 
(1 Requires or Prolongs Hosp talzation 

(11s Life hreatening 

[.] Other Medica ly Important Serious Event 


i 























25-Sep-2020 14 
i 
i 


090177e19503b149\Final\Final On 


2020-09-23 08:45 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Intens ty (toxic ty grading 


scale) 


(1 Mia 
[] Moderate 

[] Severe 

(] Potentia ly Lfe 


(1 Mila 
[] Moderate 

[] Severe 

(] Potentia ly Lfe 


(] Mid 
[ ] Moderate 

(] Severe 

(] Potentia ly Lfe 


(] Mild 
[ ] Moderate 

[ ] Severe 

(] Potentia ly Lfe 


(1 Mia 
[ ] Moderate 

(] Severe 

(] Potentia ly Lfe 


(] Mild 
{ ] Moderate 

(] Severe 

(] Potentia ly Lfe 


hreatenng 


hreatenng 


hreatenng 


hreatenng 


hreatenng 


hreatenng 


reatment 


emergent E 


(1No 


(1No 


[]No 


[1 No 


(No 


(1No 


[x] Yes 


[x] Yes 


[x] Yes 


[x] Yes 


[x] Yes 


[x] Yes 


Relationship to 
IMP reatment 


[x] Not related 
[ ] Related 


[1 Not related 
[x] Related 


[ ] Not related 
[x] Related 


[x] Not related 
[ ] Related 


[x] Not related 
[ ] Related 


[x] Not related 
[ ] Related 


DL 


[x] No 


[x] No 


[x] No 


[x] No 


[x] No 


[x] No 


(Dose Imiting 
toxic ty) 


[1 Yes 


[1 Yes 


[1 Yes 


[1 Yes 


[1 Yes 


[1 Yes 


Group: Part A 


Form: Adverse Events (2.0) 


ction taken with IMP 
reatment 


[x] Dose not changed 
] Dose reduced 

] Drug interrupted 

] Drug w thdrawn 

] Not appicable 

] Unknown 


B 

C 

C 

C 

C 

C 

[x] Dose not changed 
[ ] Dose reduced 

[ ] Drug interrupted 
[] Drug wthdrawn 

[ ] Not appicable 

[] Unknown 

B 
C 
C 


ix] Dose not changed 
] Dose reduced 
] Drug interrupted 
[] Drug wthdrawn 
[1 Not app icable 
[] Unknown 


[x] Dose not changed 
] Dose reduced 

] Drug interrupted 

] Drug wthdrawn 

] Not appicable 

] Unknown 


] Dose not changed 
] Dose reduced 

] Drug interrupted 
ix] Drug withdrawn 

] Not app icable 

] Unknown 


] Dose not changed 
] Dose reduced 

] Drug interrupted 

] Drug w thdrawn 
ix] Not applicable 

J] Unknown 


b 
C 
C 
C 
C 
C 
C 
C 
C 
D 
C 
C 
C 
C 
C 
C 
D 
C 


FDA-CBER-2021-5683-0057708 


Concomitant 
medication or 


therapy 


[1No 


[x] No 


[x] No 


[x] No 


[No 


[No 


Outcome of E 


[x] Yes 


[1 yes 


[] Recovering/resolv ng 
[1 Fatal 
[1] Unknown 


[1Yes [] Not reco ered/not resolved 
[x] Recovered/resolved 
[ ] Recovered/resolved with sequelae 
[] Recovering/resolv ng 
[1 Fatal 
[1] Unknown 


[1Yes [] Not reco ered/not resolved 
[x] Recovered/resolved 
[ ] Recovered/resolved with sequelae 
[] Recovering/resolv ng 
[1 Fatal 
[1 Unknown 


[x] Yes [] Not reco ered/not resolved 
[x] Recovered/resolved 
[ ] Recovered/resolved with sequelae 
[1 Recovering/resolv ng 
[1 Fatal 
[1] Unknown 


[x] Yes [] Not reco ered/not resolved 
[x] Recovered/resolved 
[ ] Recovered/resolved with sequelae 
[1 Recovering/resolv ng 
[1 Fatal 
[1] Unknown 


E Group ID 


CI 
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Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Unrelated Forms Form: Comments (2.0) 


[]No [x] Yes * 
Any Comments? 


Date of 
Comment 


Subject called on 07/07/2020 


07.Jul 2020 that sche 07-Jul-2020 
suffered from 

common Cold and 

could not attend to 

the scheduled V4 

(Booster) 


2 Protocol [| ~SsDuring V5 at 16. Jul. 

Deviations 2020 she reported to 
feel better but still 
not in the condition 
for Booster. After 
consultation with the 
Sponsor it was 
decided not to inject 
abooster at a later 
time Point even 
though she did not 
withdraw due to 
operational reason 
(subject too Long out 
of time Frame for 
Booster) 


Row Tools Visit Modul Timepoint Comment 


1 visit 4 Phone Call [| 











28/07/2020 


28-Jul-2020 
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2020-09-23 08:45 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 


Site: CRS Berlin 


Visit: Unrelated Forms 


If any grading of any reaction is not NONE and not related to IMP, please document on Adverse Event page. 


If any grading of any reaction is not NONE and related to IMP, please document as diagnosis on Adverse Event page. 














Not 
Row Toos study Day done 
Co 
ra 
S 
= 2 (1 
—_ 
N 
=a 
‘ed 
(jo) 
a ; . 
7” 
a 
® 
re 
ay 4 [4 [] 
us 
O 
@ 
& 5 [5 [] 
= 
14) 
= 
Ps 
a 6 |e 7 0 
— 
Qa 
oD 
(jo) 
O 
= ie i ta 
® 
—R 
ne 
— 
(jo) 
(ep) 
(jo) 


















































Date Tme Intens ty of Pan 
8/06/2020 22:04 None 
8 Jun 2020 Md 
x] Moderate 
Severe 
Potenta y 
9/06/2020 22:52 None 
9 Jun 2020 x] Md 
Moderate 
Severe 
Potenta y 
20/06/2020 22553 x] None 
20 Jun 2020 es 
Moderate 
Severe 
Potenta y 
[2 /06/2020 22:07 x] None 
2 Jun 2020 Mid 
Moderate 
Severe 
Potenta y 
[22/06/2020 22:24 x] None 
22 Jun 2020 Ue 
Moderate 
Severe 
Potenta y 
[23/06/2020] [22:02 | x] None 
23 Jun 2020 nid 
Moderate 
Severe 
Potenta y 
[24/06/2020 08:00 x] None 
24 Jun 2020 Md 
Moderate 
Severe 
Potenta y 


2020-09-23 08:45 (W. Europe Standard Time) 








fe threaten ng 


fe threaten ng 


fe threaten ng 


fe threaten ng 


fe threaten ng 


fe threaten ng 


fe threaten ng 


Intens ty of Tenderness 


] None 
[]Md 

x] Moderate 
[ ] Severe 

] Potenta y 


[ ] None 
]Md 

x] Moderate 
[ ] Severe 

[ ] Potenta y 


[x] None 
[]Md 

[ ] Moderate 
[ ] Severe 

[ ] Potenta y 


[x] None 
[]Md 

[ ] Moderate 
[ ] Severe 

[ ] Potenta y 


x] None 
[]Md 

[ ] Moderate 
[ ] Severe 

] Potenta y 


x] None 
[]Md 

[ ] Moderate 
[ ] Severe 

[ ] Potenta y 


[x] None 
[]Md 

[ ] Moderate 
[ ] Severe 

[ ] Potenta y 





fe threaten ng 


fe threaten ng 


fe threaten ng 


fe threaten ng 


fe threaten ng 


fe threaten ng 


fe threaten ng 


BioNTech BNT162-01 (CRS 049/20) 


Intens ty of 


Erythema/Redness 


[x] None 
[]Md 

[ ] Moderate 
[ ] Severe 

[ ] Potenta y 


[x] None 
[]Md 

[ ] Moderate 
[ ] Severe 

[ ] Potenta y 


[x] None 
[]Md 

[ ] Moderate 
[ ] Severe 

[ ] Potenta y 


[x] None 
[]Md 

[ ] Moderate 
[ ] Severe 

[ ] Potenta y 


[x] None 
[]Md 

[ ] Moderate 
[ ] Severe 

[ ] Potenta y 


[x] None 
[]Md 

[ ] Moderate 
[ ] Severe 

[ ] Potenta y 


[x] None 
[]Md 

[ ] Moderate 
[ ] Severe 

[ ] Potenta y 


fe threaten ng 


fe threaten ng 


fe threaten ng 


fe threaten ng 


fe threaten ng 


fe threaten ng 


fe threaten ng 


Group: Part A 
Form: Diary - Local Reactions (2.1) 


Intens ty of 
Induraton/Swe ng 


x] None 

Md 

Moderate 

Severe 

Potenta y fe threaten ng 


x] None 

Md 

Moderate 

Severe 

Potenta y fe threaten ng 


x] None 

Md 

Moderate 

Severe 

Potenta y fe threaten ng 


x] None 

Md 

Moderate 

Severe 

Potenta y fe threaten ng 


x] None 

Md 

Moderate 

Severe 

Potenta y fe threaten ng 


x] None 

Md 

Moderate 

Severe 

Potenta y fe threaten ng 


x] None 

Md 

Moderate 

Severe 

Potenta y fe threaten ng 
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Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Unrelated Forms Form: Diary - Systemic Reactions (2.1) 


f any grading of any reaction is not NONE and not related to MP, or subject has fever 





temperature is >= 38°C], please document on Adverse Event page. 


f any grading of any reaction is not NONE and related to MP, or subject has fever [i.e., temperature is >= 38°C], please document as diagnosis on Adverse Event Page. 
























































row ools Study Day Reh Gace aa TS i shienaay ot Banach Intensity of Myaigia pee eer Intens ty of Nausea Intensity of Vom tng Intensity of Diarrhea Intens ty of Chils Intens ty of Loss of appette _Intensity of Malaise Intensity of Fatigue 
(¢ 
C1) ‘ane m0 ESS [1 None [x] None [x] None (] None [x] None [x] None [x] None [x] None [x] None [x] None 
[x] Mild [1] Mid [1] Mild [x] Mid (Mid [] Mild (] Mild [1] Mild (] Mid (Mid 
8 un 2020 [ ] Moderate [] Moderate [ ] Moderate [ ] Moderate ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate ] Moderate 
[ ] Severe [] Severe [ ] Severe [] Se ere [J Severe [ ] Severe [ ] Severe []Se ere [ ] Severe [Severe 
[ ] Potentially ife threatenng _—‘[] Potenttaly ife threatenng _—‘[] Potenttialy Ife threatening _[ ] Potentially Ife threatening | Potentially ife threatenng —[ ] Potentialy ife threatenng _—‘[ ] Potenttialy Ife threatening _—_[ ] Potentially Ife threatening _[ ] Potentially Ife threatening | Potentially ife threatenng 
2 E_] ia) [Fresr2020 | a Sep [x] None [J None [x] None [x] None [x] None [x] None [x] None [x] None [x] None [x] None 
[] Mid [1 Mid [1] Mild (] Mild (Mid [] Mild (] Mid [] Mild (1 Mid (Mid 
‘9 un 2020 [ ] Moderate [] Moderate [ ] Moderate [ ] Moderate ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate ] Moderate 
[ ] Severe [] Severe [ ] Severe [] Se ere [] Severe [ ] Severe [ ] Severe []Se ere [ ] Severe [Severe 
[ ] Potentially ife threatenng _—[] Potenttaly ife threatenng _—‘[ ] Potenttialy Ife threatening _[ ] Potentially Ife threatening | Potentially ife threatenng ——[ ] Potentialy ife threatenng _—[ ] Potenttialy Ife threatening _—_[ ] Potentially Ife threatening _[ ] Potentially life threatening | Potentially ife threatenng 
35 1: Gaeenaa aa Err [x] None [x] None [x] None [x] None (J None [x] None [x] None [x] None [x] None [x] None 
[] Mid (Mid [] Mid (] Mild (Mid [] Mid (] Mild [] Mid (] Mid (Mid 
pon 20 un 2020 [ ] Moderate [.] Moderate [ ] Moderate [ ] Moderate [] Moderate [ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate [] Moderate 
[ ] Severe [] Severe [ ] Severe [] Se ere [J Severe [ ] Severe [ ] Severe []Se ere [ ] Severe [] Severe 
i [ ] Potentially ife threatenng ——‘[] Potentialy ife threatenng _—‘[ ] Potenttialy Ife threatening _[ ] Potentially Ife threatening _—_[ ] Potentially ife threatenng _—[ ] Potenttaly ife threatenng _—‘[ ] Potenttialy Ife threatening _—_[ ] Potentially Ife threatening _—_—[ ] Potentially ife threatening _—_[ ] Potentially ife threatenng 
=> = a [ereeno2| [bor fe] CINone [x] None [x] None [x] None [x] None [x] None [x] None [x] None [x] None (J None 
[] Mid () Mid [] Mild (] Mild (yMid [] Mild (] Mild [] Mild (] Mid (yMid 
O 2 un 2020 [ ] Moderate [.] Moderate [] Moderate [ ] Moderate [] Moderate [ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate [] Moderate 
Ree [ ] Severe [] Severe [ ] Severe [] Se ere [J Severe [ ] Severe [ ] Severe []Se ere ( ] Severe [J Severe 
[ ] Potentially ife threatenng ——‘[_] Potentialy ife threatenng _—‘[ ] Potenttaly Ife threatening _[ ] Potentially Ife threatening _—_[ ] Potentially ife threatenng _—‘[ ] Potenttaly ife threatenng _—[ ] Potenttialy Ife threatening _—_[ ] Potentially Ife threatening _—_[ ] Potentially fe threatening __[ ] Potentially ife threatenng 
TT 5 1 22/06/2020 ar] Eat [x] None [x] None [x] None [x] None [x] None [x] None [x] None [x] None [x] None [x] None 
A Ia. [] Mid [1 Mid [] Mild (] Mild (Mid [] Mild (] Mid [1] Mild (Mid (Mid 
ar) 22 ir 2020): [ ] Moderate [.] Moderate [] Moderate [ ] Moderate ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate ] Moderate 
s+ [ ] Severe [] Severe [ ] Severe [] $e ere [] Severe [ ] Severe [ ] Severe []Se ere [ ] Severe [] Severe 
[ ] Potentially ife threatenng _—‘[] Potentialy ife threatenng _—‘[ ] Potenttialy Ife threatening _[ ] Potentially Ife threatening Potentially ife threatenng _—[ ] Potentialy ife threatenng _—‘[ ] Potenttialy Ife threatening _[ ] Potentially Ife threatening _[ ] Potentially Ife threatening | Potentially ife threatenng 
= 6 E_] ia) [Bavos72020 | Dae. FSC} [x] None [J None [x] None [x] None [x] None [x] None [x] None [x] None [x] None [x] None 
oO [] Mid [1 Mid [1] Mild (] Mild (Mid [] Mild (] Mild [] Mild (1 Mid (Mid 
23 un 2020 [ ] Moderate [] Moderate [ ] Moderate [ ] Moderate ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate ] Moderate 
A [] Severe [1] Severe [1 Severe (] Se ere (1 Severe [ ] Severe [ ] Severe []Se ere [ ] Severe [] Severe 
oO [ ] Potentially ife threatenng —‘[] Potenttaly ife threatenng _—[ ] Potenttialy Ife threatening _[ ] Potentially Ife threatening Potentially ife threatenng —_[ ] Potentialy ife threatenng _—‘[ ] Potenttialy Ife threatening _[ ] Potentially Ife threatening _[ ] Potentially life threatening | Potentially ife threatenng 
Ql 75 1 \eyeqnam rer rer [x] None [x] None [x] None [x] None (J None [x] None [x] None [x] None [x] None [x] None 
1 [] Mid () Mid [] Mid (] Mild (Cy Mid [] Mild (] Mid [] Mid (J Mid (Cy Mid 
[or 2 un 2020 [ ] Moderate [] Moderate [ ] Moderate [ ] Moderate [] Moderate [ ] Moderate [ ] Moderate [ ] Moderate [ ] Moderate [] Moderate 
[ ] Severe [] Severe [ ] Severe [] Se ere [] Severe [ ] Severe [ ] Severe []Se ere [ ] Severe [] Severe 
D [ ] Potentially ife threatenng _—‘[] Potenttaly ife threatenng _—‘[ ] Potenttaly Ife threatening _—[ ] Potentially Ife threatening _—_[ ] Potentially ife threatenng _—[ ] Potenttaly ife threatenng —[ ] Potenttialy Ife threatening _—_[ ] Potentially Ife threatening _—[ ] Potentially ife threatening _—_[ ] Potentially ife threatenng 
1 
LO 
N 
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FDA-CBER-2021-5683-0057711 
2020-09-23 08:45 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Unrelated Forms Form: Informed Consent + Blood Sampling for HLA typing 


Informed Consent for []No [x] Yes 
pharmacogenetic analysis 
given? 


Date of IC for |16/07/2020| * 


pharmacogenetic analysis 16-Jul-2020 


Time of IC for |99:11 


pharmacogenetic analysis 





Aliquot taken from previous CMI sampling 


Date of Time of 
previous CMI previous CMI 
sampling for sampling for 
analysis analysis 


pe) J 


Please insert as many new rows as needed. 


Row Tools 





Informed Consent for []No [x] Yes 
separate HLA typing sampling 
given? 


Date |16/07/2020 


16-Jul-2020 
Time 09:11 
Separate Blood Sampling for HLA typing taken 
Date of HLAtyping sampling {| si 
Time of HLA typing sampling [| si 
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HLA typing Blood Sampling aliquot taken from CMI sampling 


Date of Time of 

corresponding corresponding 
Row Tools CMI CMI 

sampling sampling 


FDA-CBER-2021-5683-0057712 
2020-09-23 08:45 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Unrelated Forms Form: Informed Consent + Blood Sampling for HLA typing 


a __=4), jr aq 


Please insert as many new rows as needed. 
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FDA-CBER-2021-5683-0057713 
2020-09-23 08:45 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 
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2020-09-23 08:45 (W. Europe Standard Time) 


Subject Identifier: 276-02-0116 Site: CRS Berlin 
Visit: Unrelated Forms 


[]No [x] Yes * 
Any Medical History? 


Row Tools Abnormality/Disease Start Date End Date Ongoing 


1 \corrective UN/08/2019 UN/08/2019 [x] No [] Yes 


surgery UN-Aug-2019 — UN-Aug-2019 





nasal 
septum 





BioNTech BNT162-01 (CRS 049/20) 


Group: Part A 
Form: Medical History (2.0) 


FDA-CBER-2021-5683-0057714 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 


Visit: Unrelated Forms Form: Observation Period (2.0) 
Other planned Adherence to If No, actual 
Vaccination banned observation lanned observation 
Row Tools,,. - observation F P ‘ ‘ Reason 
Visit ahod period (e.g. 8 observation period 
P hours) period? (hours) 


1 \visit 1 6 hours CO 





Please insert as many new rows as needed for the according visits! 
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FDA-CBER-2021-5683-0057715 
2020-09-23 08:45 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 

















Visit: Unrelated Forms Form: Prior/Concomitant Medication/Therapy (2.0) 
Any prior/concomitant []No [x] es * 
medication/therapy? 
aoe 5; Stak end fe ; Other 
Row Tools “edication/Therapy Taken prior to Start Date Start Time Time End Date End Time Time Ongoing Route Other route, Individual Unit Other unit, Frequency frequency, Indication AE Nos 
Study? unkn unkn specify dose specify Saath 
Arnica D 2 (x]No [] es [93/06/2020 2 00 a 26/06/2020 9 00 3) [x] No [] es 20 OTHER Globuli OTHER per day inflammatio 
left 
22 Jun 2020 26 Jun 2020 tisaen 
auricle) 
2 JRuta D6 (xINo T] es [22/06/2020 2 00 ] a 26/06/2020] [9 00 2) [x] No: [] es 20 |] fotHer Globuli |] fotHer | [per day inflammatio 
left 
22 Jun 2020 26 Jun 2020 tupaee 


(upper 


ORAL 

ORAL 
auricle) 

ORAL 

ORAL 





3° [Bromelain (x]No [T] es [9706/2020 2 00 2 22/06/2020 9 00 3) [x] No [] es OTHER pill per day inflammatio 
Pos 


nleftear 
22 Jun 2020 22 Jun 2020 (upper 
auricle) 








4 Ffyrosur Gel (xINo T] es [2306/2020 0 00 ] a1 26/06/2020] [9 00 0 [x] No [1] es froprcaL 


23 Jun 2020 26 Jun 2020 


= 

{3] 
3 
a 
3 


inflammatio 


nleftear 
(upper 
auricle) 











21 (GMT) 
































doo 
| 
| 











5 [Gelomyrtol (x] No [1] eS — [96/07/2020 0 00 a 7/07/2020 8 00 a Dx No [] es 3 TABLET TID common 
06 Jul 2020 Jul 2020 ae 
§ |Vagisan [x] No [] es [39/07/2020 22 00 2 29/07/2020 22 00 2) [x] No Ef] es [vaGINaL 


29 Jul 2020 29 Jul 2020 











SUPPOSITO ONCE Vaginal 0 
R mycosis 


25-Sep-2020 14 
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FDA-CBER-2021-5683-0057716 
2020-09-23 08:45 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Unrelated Forms Form: Protocol Deviations (2.1) 


Any Protocol Deviations? []No [x] Yes * 








Row Tools Visit Modul Timepoint Description of Deviation Reason for Deviation Cabegory as 
1 Ld Subject cancelled due to feeling cold Treatment 09/07/2020 
booster Compliance 09-Jul-2020 
2 \isit6 (at, | [Ld Visit 6 was skipped the subject ends the 30/07/2020 
because subject study by this day 30-Jul-2020 








prematurely 


terminated the Trial, 
so EoT Visit 7 was 
performed earlier than 
planned. 
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FDA-CBER-2021-5683-0057717 
2020-09-23 08:45 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 


Visit: Unrelated Forms Form: Unrelated Clinical Events (2.0) 
[x] No []Yes * 
Any local/systemic reactions NOT 
RELATED to IMP 
Local/systemic 
Row Tools Sud Dey Date Time reaction 


—E ee 


Please insert as many new rows as needed. 


090177e19503b149\Final\Final On: 25-Sep-2020 14:21 (GMT) 


FDA-CBER-2021-5683-0057718 
2020-09-23 08:45 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Unscheduled Forms Form: Blood Samples for Safety Lab (2.0) 


[ ] 
Blood samples for safety lab includes Serology, SARS-CoV-2 antibodies and FSH (only women if not WOCBP) at Visit 0 





Row Tools Date Time Fasting? 
1 /29/06/2020 08:05 [] No [x] Yes 
29-Jun-2020 


All comments will be entered on comment page! 


Please insert new row(s), if you are in visit "Unscheduled Forms" only! 
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FDA-CBER-2021-5683-0057719 
2020-09-23 08:45 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


Subject Identifier: 276-02-0116 Site: CRS Berlin Group: Part A 
Visit: Unscheduled Forms Form: Informed Consent (uns.) (2.1) 

















Protocol 
Row Tools Date Time Version 
1 /17/06/2020 09:45 5.0, 26 MAY 
17-Jun-2020 2020 
2 16/07/2020 09:11 7.0, 26 JUN 
16-Jul-2020 aa 





Please insert as many new rows as needed. 
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FDA-CBER-2021-5683-0057720 
2020-09-23 08:45 (W. Europe Standard Time) BioNTech BNT162-01 (CRS 049/20) 


